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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1 )£3 Responsive to communication(s) filed on 22 January 2002 . 
2a)£3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) [3 Claim(s) 35-49 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Ciaim(s) is/are allowed. 

6) |EI Claim(s) 35-49 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a>n All b)Q Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

1) D Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41: 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patejp 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 

U.S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) Office Action Summary Part of Paper No. 16 
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DETAILED ACTION 
KeceiptisaCcnowl^ofan— en,,^ ,0/29,0, and entered as Paper No. ,5. 

CUm. 35-49 are pending fa. the instant application. This action is FINAL. 

Double Patenting 

grounded in public policy (a pohcy reflected by a patent and to prevent posstble 

improper timewise extenston of the nght to exclude ^ gran y F uspQ2d M10 ^ 

hafassmen. by multiple V^^&Tggw^a. ,985); In re Van OrnumfB 
Cit. ,993); In re Long, 75 > F.2d 887, _22 W ^ , M uspQ 619 (CC PA 

F.2d 937, 214 USPQ 761 (CCPA 1982), /* n :Voge 

^^^^^^^^^^ 

application. See 37 CFR 1.130(b). n( rf ^ may sign a terminal 

CFR 3.73(b). 

Claim 38 is rejected under the judicially created doctrine of obviousness-type double 

, o xt n This rejection is maintained for reasons of record in 
reasons provided in Paper No. 12. This rejection 

Paper No. 12 and in the remailed action of Paper No. 13. 

Response to Arguments 
Applicant, arguments filed in Paper No. 1 5 have been «u„y considered bu, they *e no, 
pers.sive.Theresponseindieatesu.atatermina.disCosureoverdte .67, paten, was submitted 
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^ matched with the file. The insta,. rejection will be withdrawn upon receipt of the terminal 



disclaimer. 



Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

P tmplaled by the inventor of carrying out Jus mvenfon. 



com 



- , « n o f 11? first paragraph, as containing subject 
Claims 35-49 are rejected under 35 U.S.C. 112, nrst par g v 

skilled in the relevant art that the invent), a. the time the application was fled, had 
possession of*, claimed invention. This r^ion is — — - — - ~< * 
Paper No. 12 and in the remaned action of Paper No. 13. 

Response to Arguments 

Applicant, arguments fried in Paper No. i 5 have been fully considered bu, toy are no, 
persuasive, me response essentia,* argues: ,), h e specification (i.e. page 7, iine 3 2 trough 
page 8 line 22) describes the structural and functional characteristics of a number of maf 
proteins sufficient to describe the broadly claimed genus, 2) the prior ar, does no, disclose the 
rel a,i„nship between.he maf family of protems and modulation of me immune response, 3, <he 

two-hybrid assays, 4, the prior art .aches convention, methods of determining the affect of a 
« compound on the immune system, and 5, the examiner should provide evidence or reasons 
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why persons of skill in the art would not recognize in applicants' disclosure a description of the 
invention as defined in the pending claims. 

While the specification does provide some guidance with regard to maf proteins 
concerning their putative structural characteristics and activities, this description is not sufficient 
to describe the broadly claimed genus of any "maf family" protein. This description of maf 
proteins provided in the specification is particularly inadequate with regard to the critical 
element of applicants' claimed invention: maf family proteins that are involved in some manner 
with an immune response. As admitted in the specification and applicants' response, there are 
no other teachings in the prior art indicating the relationship between maf proteins and the 
immune response. While the specification does provide some guidance with regard to screening 
assays, and while the prior art does provide guidance in general with regard to assays for 
measuring the immune response, these teachings are not provided in the context of a specific maf 
protein and its role in the immune response. The crux of applicants' arguments appears to be 
that because c-Maf is involved in regulating IL-4 expression in Th2 cells, a structural/functional 
basis exists for extrapolating this involvement of a single maf protein in immune response to any 
other maf family protein. There is no basis provided in applicants' specification or the prior art 
to support this extrapolation. The teachings cited by applicant do nothing to provide one of skill 
in the art to envision which maf family proteins are involved in any part of the immune response, 
much less a specific function of the immune response. 

With regard to the statement that the examiner should provide evidence or reasons why a 
person skilled in the art would not recognize in the instant disclosure a description of the 
invention as defined in the pending claims, the examiner has provided a rational explanation as 



Application/Control Number: 09/248,756 Page 5 

Art Unit: 1636 

to why one of skill in the art would not be able to envision a representative number of 
embodiments of the claimed invention (i.e. a given maf protein other than c-Maf involved with a 
specific aspect of the immune response that can be assayed with a specific assay) sufficient to 
describe the broadly claimed genus. 

Claims 35-49 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for embodiments wherein the immune response assayed is the effect of the 
test compound on expression of an interleukin-4 gene and wherein the maf family protein is c- 
Maf, does not reasonably provide enablement for practicing the claimed invention with any other 
immune response and with any other maf family proteins. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
practice the invention commensurate in scope with these claims. This rejection is maintained 
for reasons of record in Paper No. 12 and in the remailed action of Paper No. 13. 

Response to Arguments 
Applicant's arguments filed in Paper No. 15 have been fully considered but they are not 
persuasive. The response essentially argues: 1) the specification does teach immune response 
assays encompassed by the pending claims, 2) the specification teaches recombinant expression 
vectors, reporter genes and cell types that can be used in the screening assays encompassed by 
the rejected claims, 3) the step of identifying a compound that modulates and immune response 
is routine in the art and would not require undue experimentation, 4) the examiner has imposed 
the requirement of working examples to enable the breadth of the pending claims, and 5) a 
considerable amount of experimentation is permitted. 
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The response incorrectly characterizes the rejection as being directed towards a single 
step in the claimed method. The point the examiner was making with regard to the final step in 
the claimed methods is that there is no teaching of determining the effect of a compound on an 
immune response in light of a specific teaching of a maf family protein involved with a specific 
aspect of the immune response other than for c-Maf. This is not a requirement for a reduction to 
practice for every embodiment of the claimed invention, as suggested in applicants' response. 
However, some sort of teaching indicating the relationship of a specific maf family protein other 
than c-Maf with a specific aspect of the immune response would provide some level of 
predictability of practicing the claimed method with an expectation of success. Such a teaching 
could be base upon a scientific rational without any necessity for reduction to practice, providing 
the scientific basis for the expectation of a specific effect for a given maf family protein is sound. 
In the absence of such a teaching, and applicants' specification was well as the prior art have not 
provided such a teaching, actual reduction to practice would be helpful in establishing some 
predictability in practicing the claimed methods. 

With regard to the cited teachings from the specification, the teachings appear to be 
primarily directed towards detection of proteins that interact with c-Maf (e.g. two-hybrid assays) 
or towards reporter assays wherein the sequence that is bound by c-Maf in Th2 cells is 
operatively linked to a promoter. The crux of applicants' argument appears to be that because c- 
Maf has been shown to be involved in the regulation of IL-4 gene expression, one can 
necessarily extrapolate that other maf family proteins are involved in some aspect of the immune 
response. The narrow teachings of the specification with regard to assays, vectors, etc. do not 
support this extrapolation to any other maf family protein. 
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With regard to the assertions concerning routine experimentation and a great deal of 
routine experimentation being permitted, these assertions are accurate as far as they go but are 
not persuasive with regard to the instant invention. The prior art and instant specification do not 
provide a scientific rational or reduction to practice to extrapolate the observations made for c- 
Maf and its regulation of IL-4 gene expression to any other maf family protein and any specific 
immune response. This makes practicing the instant invention unpredictable. Given the fact that 
one of skill in the art would have to first establish what aspect of the immune response, if any, is 
affected by a given maf family protein, and given that there is no basis provided by the instant 
specification or prior art to envision ahead of time which maf family protein is going to have 
what effect on the immune response of an individual, it would require undue, unpredictable 
experimentation to practice the claimed invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 35, 37-39, 41-49 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. These claims are vague and indefinite in that the metes and 
bounds of the phrase "a Maf family protein" are unclear. This rejection is maintained for 
reasons of record in Paper No. 12 and in the remailed action of Paper No. 13. 

The specification has not defined "Maf family protein" in such a way as to allow one 
skilled in the art to distinguish between a member of the "Maf family" of bZIP transcription 
factors (e.g. c-Maf) and a member of the broader super family of bZIP transcription factors (e.g. 
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AP-1) that would not be a Maf protein (e.g. c-Jun). While some transcription factors have been 
identified in the art as being "Maf proteins (e.g. MafB, MafK, Nrl, etc.), it is unclear from the 
specification how one skilled in the art would determine whether a newly discovered AP-1 is a 
Maf family protein or not. The distinguishing characteristics of a Maf protein have not been 
provided in the specification and it is unclear that there are art recognized standards for 
identifying a Maf protein distinct from any other bZIP family of transcription factors, known and 
unknown. 

Response to Arguments 

Applicant's arguments filed in Paper No. 15 have been fully considered but they are not 
persuasive. The response essentially argues: 1) the specification clearly defines maf family 
proteins, and 2) the specification provides an example of a representative member of the family 
(i.e. c-Maf). 

The assertion that the specification at the cited pages (pages 7-8) clearly defines what 
constitutes a maf family protein is inaccurate. The cited pages merely indicate that a number of 
different proteins have been identified by various practitioners as maf proteins without providing 
any common structural or functional characteristics as to what would qualify, for example, a 
particular AP-1 -type protein as a "maf family" bZIP protein. The implication that the disclosure 
of a single embodiment of a maf protein makes clear what constitutes a "maf family" protein is 
inaccurate. Again, there is no structural or functional aspect of c-Maf that is pointed to by the 
instant specification or prior art that is necessarily diagnostic of a "maf family" protein. The 
metes and bounds of the rejected claims thus remain unclear. 
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Conclusion 



No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gerald G Leffers Jr. whose telephone number is (703) 308-6232. 
The examiner can normally be reached on 9:30am-6:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel can be reached on (703) 305-1998. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 305-7939 for regular 
communications and (703) 305-7939 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



Gerald G Leffers Jr. 

Examiner 

Art Unit 1636 



ggl 

April 22, 2002 




